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CTFA COMMENTS ON PROPOSED REGULATIONS O
OVER-THE-COUNTER DRUG LARFI1 ING

INTRODUCTION

The following comments are submitted on behalf of The Cosmetic, Toiletry, ar
Fragrahce AssOciation (CTFA) in response to the pronnead ranmiatian At mntin Hh
content and format of labeling for Over-The-Counter (OTC) drugs, published at 62 Fed.
Reg. 9024 (February 27, 1997) ("the proposal®).

CTFA is the 103 year-old national trade association renracantinn tha narennal ~ar
products industry. Our membership includes approximately 300 active member
companies that manufacture or distribu.e personal care products, including a wide array
of productsthat are both cosmetics and ' rugs, throughout the United States and, in
many cases, throughout tha wnrid W~ . 50 represent approximately 300 additional

associate members who provide goods and services to manufacturers and distributors

of personal care products.

Although many of the products of CTFA members are "egulated solely as
cosmetics and are not affected br this proposal, a very significant number of our
members' products afe ,regulated both as cosmetics and as drugs. These products,
and a drug benefit. Both such benefits are highly valued by consumers. Products
within this cateaorv would include hitt ara r ot limited to (1) antidandruff shampoos, (2)
antiperspirant/deodorants, (3) anticaries toothpastes, (4) antimicrobial soaps, (5)
sunscreens, (6)traditional cosmetic skin-care products containing acne medicines, and
(7) traditional cosmetic products, skin-care products, foundations and lipsticksthat
contain sunscreens, skin protectants, or astringents.



For the past 25 years CTFA has actively participated in addressing both the
scientific and regulatory issues involved with developing OTC monographs for all
product categories that include cosmetic-drug products. For each of these rulemakings,
CTFA has filed numerous Writteri comments with FDA, focusing on many of the unique
issues facing cosmetic-drug products. Once again, in this rulemaking, CTFA has been
actively involved in formal and informal public hearings since first learning of FDA’s
plans to conduct a comprehensive overhaul of the OTC label.

In order to put CTFA’'s comments in perspective, it is importantto understand the
similarities and differences in membership and perspective on this proposed regulation
between CTFA and the Nonprescription Drug Manufacturer's Association (NDMA).
While many CTFA members are also members of NDMA, b‘eca'uysek they have products
that raise both traditional drug and cosmetic-drug concerns, CTFA also represents a
significant number of manufacturers of cosmetic-drugs, both large and small, that are
nat NDMA members. In addition, many joint CTFA/NDMA members look to CTFA to
represent the interests of their cosmetic/drug products While relyihg on NDMA to handie
monograph issues for traditionalOTC drug products such as analgesic or cough and
cold remedies.

Many CTFA members are traditional cosmetic manufacturers who now provide drug
benefits in some of their cosmetic products. These products, such as acne remedies, o
skin protectants, antimicrobial soaps and the sunscreeh products cited above, provide
valuable health benefits to consumers in a variety of cosmetic products designed for
daily use. While CTFA fully supports any reasonable efforts to improve OTC labels that
can be shown to improve consumers’ ability to use these products safely and

effectively, FDA must recognize the many important differences between traditonal

OTC drugs and cosmetic-drug products set forth in these comments. CTFA strongly
believes that such differences, when fully considered, dictate an exemption from the

proposed labeling revisions for cosmetic-drug productsthat are not subjectto dosage
limitations.

We also want to note clearly at the outset that, although we focus our comments on
the need for an exemption from new labeling requirements for cosmetic-drugproducts



without dosage limitations, we do not intendto imply by comparison‘thatthere is any
question with respectto the safety of traditional OTC drugs or that current OTC drug
labeling for any OTC drug product is inadequate. All OTC drug products are

extraordinarily safe products that millions of consumers _use daily. They are a crmcal

part of our health care system However, CTFA defers S to NDMAWartdm‘ ;&thers to address ) B

the appropriateness of the proposal for labeling non-cosmetic, traditional OTC drug
products.

EXECUTIVE SUMMARY
FDA states that its proposal to revise and standardize OTC drug labels is intended

to enable consumers to better read and understand OTC drug product Iabehng and to
apply this information to the safe and effective use of OTC drug products FDA’s

proposal, however, fails to consider or distinguish between OTC drug products thatthe

Agency claims raise the safety and consumer confusion concerns addressed in the
preambile to its proposed rule and cosmetic-drug products that do not raise the
concerns relied upon by FDA to support the proposed labeling changes. CTFA
believes that the proposal mappropnately, and perhaps unintentionally,

broad category of cosmetic-drug products (i.e., those cosmetic-drugs that bear no
dosage limitation) that should be exempt from the proposed OTC labeling revisions and
instead continue to provide mandatory and other labeling information as currently
requiredfor both cosmetics and drugs.

« The concerns underlying FDA’s proposed OTC labeling revisions are
not relevant to cosmetlm ug products wrthout dosage hmltatlon Cosmetic-
drug products without dosage limitation refer to personal care products that may be
used by consumers on a daily, if not more frequent, basis because of the wide
margin of safety associated with their use as determined by FDA. CTFA proposes
that the term “dosage limitation” be defined as:

“a set of limitations on the size, frequency, and number of doses required
in the labeling of a product either pursuantto a Tentative Final or Final
OTC Drug Monograph or an approved New Drug Application.”
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« FDA’s concerns regarding “self-diagnosis” and “: elf-medication” by
consumers do not legitimately apply to the types of activi ies associated with
the use of cosmetic-drug products (e.g., the daily use of an

antiperspirant/deodorant or moisturizer with sunscreen).

. OTC cosmetic-drugs do not include products that have resulted in
more potent therapies being available to consumers;

. Cosmetic-drugs are not the subject of prescriptionto OTC drug
switches;

. Cosmetic-drugs do not raise the g otential for significant new

serious therapeutic uses in the future

. Cosmetic-drugs are not relied upon by consumers to mitigate
iliness or treat conditions that may reasonably be characterized as
serious health problems; and

. Cosmetic-drugs do not raise serious misuse concerns for the
elderly.

* Cosmetic-drug products are marketed as both cosmetics and drugs
and must meet the labeling requirementsfor both types of products. Thus, in
addition to required OTC drug labeling, cosmetic regulations require the listing of
inactive ingredients as well as certain additional, nony-monograph warnings for |
certain types of products. Manufacturersof cosmetic-drugs also often include other
important consumer information on product labels. The consequences of imposing
the proposed OTC labeling changes on the current labeling system for cosmetic-
drug products have not been sufficiently reviewed and, contraryto FDA's intent,
could severely hamper attempts to convey important informationto consumers of
such products.

« Thereis nothing inthe administrative record to support this
revolutionary change in labeling requirements for cosmetic-druas. Further. the
results of the FDA’s newly designed consumer research studies will not be available
for comment to CTFA members under the present notice and comment time frames.



Both of these facts raise substantial questions of whether the rulemaking is being
conducted in accordance with the Administrative Procedure Act.

« CTFA also requests that FDA develop an exemption from the
proposed OTC labe ing requirements for small packages. Many OTC drugs,
including cosmetic-drugs sold through a variety of different retail outlets are
packaged in small sizes. As a result, a small package exemption & essential. ln the ;
absence of such an exemption, compliance will require increased package sizes
and increased use of secondary packaging. The requirements could result in the
elimination of some smaller and more convenient package sizes at a time when
consumers are increasingly demanding them. i

« Whether addressing traditional OTC drugs or cosmetic-drug
products, FDA should consider the environmental irr pact of its proposed OTC
labeling format as well as the impact on international harmonization that will
be raised by unnecessarily'limiting Iabeling ﬂexibility. In the case of cosmetic-
drugs, CTFA believes that the increased packaging and corresponding
environmental impact that will result from having to accommodate the proposed new
labeling format will not be justified by any increase in safety or effectiveness.
Similarly, where imposition of new labeling requirements will not significantly
improve the safe and effective use of cosmetic-drugs, the adverse impact on
international harmonization that will resutt from havir g to develop distinct labels for
use outside the United States is not justified.

o CTFA strongly supports FDA's proposal for national uniformity in the
labeling of OTC drug products. OTCdrugs in general and cosmetic-drugs
specifically are almost universally manufactured forsale throughout the United
States. FDA's authority over such products has consistently proven to be effective
in protecting all consumers. A system of conflicting state laws only undermines a
strong federal regulatory frameworkwhich is in the best interests of all consumers.

The following discussion addressesthe concerns identified by FDA as the basis
for its actions in the preamble to the proposed rule. Our comments, organized to
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address each of FDA's stated concerns, establish that the concerns relied upon by FDA
to support the proposed changes in OTC drug labeling do not apply to cosmetic-drug
products with no dosage limitation.

DISCUSSION

L FDA”s Concerns Regarding OTC Drugs Generally DO Not Exist For
Cosmetic-Drug Products That Do Not Bear A Dosage Limitation.

CTFA understands that the undetlying purpGSe of FC A’s proposed labeling
requirements is to improve the ability of consumers to read and understand OTC drug
product labeling so that they will be able to select appropriate products. FDA states in

its proposal:

“The agency has determined that a standardized format for OTC drug product
labeling would improve legibility and understandability and enable consumers to
become more familiar with the type and location of specific important labeling
information thus increasing consumer knowledge about the safe and effective
use of OTC products.”

In determining the need to revise and standardize the format for OTC drug labeling,

FDA has considered, among other things, “the increased use of OTC drug products in
the marketplace and the changing patterns of usé of these prOdUCts by consumers.”
FDA believes that “because of the changing patterns of OTC drug use, the potentlal for
adverse reactions, and misuse of OTC drug products is increasing. " \When analyzed |
carefully, however, FDA’s proposal identifies only a small category of products that the

Agency argues will support their concemns: Rx to OTC switch medications and certain

specific OTC Product Monograph categories, such as cough/cold fproducts. Regarding
the Rx to OTC switch products, FDA can ensure their proper labeling through
mandatory pre-market approval requirements. For the several existing OTC
Monograph categories ofconcern, FDA may be able to apply its proposed labeling
requirements -- with necessary modifications proposed by NDMA -- to them. But ‘
iImposingthe same labeling changes on cosmetic- drugs Is totally unJUStIerd and ata
minimum, serves only to apply a massive and costly government solution to a non-




problem. At worst, implementationof this proposal could confuse consumers and
reduce the availability of important health benefits provided by products such as those
which contain sunscreens in everyday cosmetic skin care, founda: on or lipstick
products.

When the individual elements of changing use relied upon by FDA to support the
proposed labeling revisions are examined inthe context of cosmetic-drug products, it
becomes clear that such changes bear absolutely no relevance to the use by
consumers of such drug products.

A.  Changing Patterns of OTC Drug Use Identified BY FDA Do Not Apply
To Use By Consumers of Cosmetic-Drug Products.

The “changing patterns” of OTC drug use identified by FDA include (i) the
availability of many more new OTC medications (as a result of switches from
prescriptionto OTC status and approval of new uses for alreadv marketed products
many of which are more potent drugs; (ii) the fact that consumers are becoming more
actively involved in their own health care znd as a resuilt, are more | kely to practice self-
diagnosis and self-medication with OTC c rug products; and (jii) tr ncreased use of
OTC drug products as a resultof the advancin¢ age of many consumers.* While these

concerns may or may not be warranted with rec ard to some OTC c rugs as discussed
above, they bear no significantrelationshipto use by consumers of cosmetic-dri gs.
Indeed, there is no substantive discussion in the preambleto the proposal that reflects
any concern on FDA's part over cosmetic-drugs. Certainly the entire administrative
record that presently exists provides no basis for imposingthese substantial labeling
changes on cosmetic-drug products.

0] Concerns About the Increased Availability f More Potent OTC
Drug Therapies DO Not Exist for Cosmetic-Drug Products.

FDA expresses its concern regarding the increased availability of more potent

OTC therapies as follows:

In recentyears, more potent drugs have been switched from prescription
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to OTC drug status (e.g., cimetidine, naproxen sodium, ketoprofen,
nicotine poacrilex, nicotine transdermal system and minoxidil topical) anc
new uses have been approved for certain OTC drugs (e.g., acid reducer
claims for several drug products, and hair growth claims for topical
minoxidil). This trend of switching from prescription to OTC status is
expected to increase in the future as the sa: ety profile of many drug
products becomes mare established® ‘

FDA fails to consider, however, that the products identified as new to the OTC market

are Rx to OTC switch products marketed pursuant to the approval of a supplement to
their already approved New Drug Applications (NDAs) for Rx use. This pre-market
approval mechanism gives FDA absolute authority to require appropriate labeling prior
to marketing. In contrast to the therapies specifically cited by FDA, the cosmetic-drugs
for which CTFA supports an exemption are not the subject of prescription to OTC
switch requests, and do not raise the potentialfor new uses in the future. Thus, there is
no justification for sub ecting cosmetic-drugs without dosage limitations to new and
burdensome Iabeihg requirements that FDA argues are necessary for a limited group
of OTC drugs.

Evidence of the qualitative safety and efficacy differences between the OTC
drugs about which FDA expresses concern and traditional cosmetic-drug products is
reflected in the dosage limitations set forth in renuired lahelirg. Alihough modest
dosage limitations are typical for most (if not all) oral and many topical OTC drugs that
are also not cosmetics, the absence o an overall dosage limitation as CTFA has

defined it in section C. below for cosmetic-drugs is 'reﬂective of the inherently wide

safety marains (i.e., the difference between the effective dose andatOchdose'S

relatively large)® associated with the use of such products.’” In contrast, some OTC
drug products, in addition to recommending a maximum daily dose limitation, are also
required to carry a warning that extended or prolonged use is not recommended. In
practical terms, the risks of exceedingthe “recommended dosage” associated with
some categories of OTC drugs simply do not exist for cosmetic-drugs.* FDA's focus on
“potent OTC drugs” that have recently become available without prescription suggests



that the agency was not thinking of a consumer‘s daily use of a sunscreen,
antiperspirant or anti-dandruff shampoo in the context of its concermn about the
increased availability of OTC drugs.

There is nothing in the administrative record developed by FDA that suggests, or
supports placing cosmetic-drugs within the category of “potent OTC drug therapies” that

are becoming more readily available to consumers.

(ii)  Concerns About Increased Consumer Practice Of Self-

Diagnosis And Sal-Madiratinn N, ' Not. Ex1st For Cosmetlc- o

Drug Products.

FDA’s concern that consumers are becoming more actively involved in their own
health care and more likely to practice self-diagnosis and self-medication with OTC
drug products is not relevant to consumer use of Cosmetic-drugs.' In this regard, it is
importantto note that cosmetic-drugs tend to be much mq,rgmlljkg cosmeﬂcsﬁ than cher

OTC drugs. Whereas OTC drugs are defined as “articles intended foruseinthe | o

diagnosis, cure, mitigation, treatment, or preventlon of disease in man or other

animals,” cosmetics are defined as “articles intended to be rubbed, poured, spnnkled
or sprayed on, introduced into, or otherwise applied to the human bgdy or any part
thereof for cleansing, beautifying, promoting attractiveness, or altering the
appearance”.’® The majority of cosmetic-drug products are primarils iiead fnr thair
cosmetic effects bljlt also are catg orized and xrggqated as drugs either because o;

Wi ILCU all O I I MoLauow )
some intended therapeutic effect, or because the label b,earsnclalms that mdlcate that
the product is in some way “intended to affect the structure or . .. function of the
body.™

Selection, purchase and use of many cosmetic-drugs is driven primarily by the
cosmetic attributes (the “aesthetics”) of the product. This is particularly true for
“traditional” cosmetic products such as moisturizefg containing sunscreens or anti-acne
ingredients, but is equally true for other categories of cosmetic-drugs (e.g., sunscreens.

antiperspirant/deodorants and anti-dandruff shampoos). Given the rather umque
pOSItlon of cosmetic-drias within the OTC drin ratannns s f:nl fn coo haw FNA’c
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concernwith regard to “self-diagnosis” and “self-medication” are abplicable to suc!
activities as the daily use of an antiperspirant/deodaorant Or of a moisturizer containino :
sSunscreen.

Injustifying the proposed labeling requirements, FDA refers to the fact that “four
times as many health problems are treated by consumers with OTC drug products
instead of seeing a physician, and 60 to 95 percent of all ilinesses are initially treated
with some form of self-care, includir g self-medicationwith OTC produrt= "2 Tha rritira
distinction here is that most cosmetic-drug products, wityh}the possible exception of
antidandruff shampoos and some acne products; are prevet tive in nature. More often
than not, they are used to prevent the onset of an adverse conditior , rather than to treat
an “iliness.” CTFA assumes that in drafting the proposed labelinc requirements FDA
did not consider the need for changing the labeling of cosmetic-drug products.

Additionally, again there is nothing in the administrative record developed by
FDA to suggest that cosmetic-drugs raise any concerns associated with self-diagnosis
or self-medication by consumers.

(ili) Concerns Over Advancing Age Of Consumers Seeking More
Medical Treatment Do Not Exist For Cosmetic-Drug Products.

The final category of changing patterns of OTC drug use addressed by FDA B
the increased use of such products as a result of the advancing age of many

consumers.” In particular, FDA is concerned that “poor labeling legibility” may cause
elderly consumers to “select an irr.proper dose and thus, may result in unsafe or
ineffective use of the product.”*  Fowever with regard to cosmetic-drug products with
no dosage limitations, improper dosage is not a concern. The foregoing comments
notwithstanding, it is important to recognize that, in contrast to some other categories of
OTC drugs involving new uses of existing OTC therapies or potent prescriptionto OTC
switch products, elderly consumers are unlikely to begin using cosmetic-drugsfor the
first time during their advancing years. Quite the contrary, elderly consumers have
been using these products, in many cases, for almnet their entire lives. Although
manufacturerscontinue to introduce products with jmproved performance, the
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directions for use of such products (governed by the individual OTC 'monographs)
remainthe same.

There is nothing in the administrative record developed by FDA to suggest or
support that the use of cosmetic-drugs poses any risk to elderly consumers.

B. Negative Results Of Changing Patterns Of USe Do Not Exust For
Cosmetic-Drug Products.

CTFA agrees with FDAth_t OTC drug produgts (no matter how “potent”) are

safe and effective when used as directed.” We also agree that “[using the product as

labeled can reduce the frequency of the adverse druo experiences assoc:ated with OTC
products,”'® and that improperly or unclearly labeled OTC drug products may cause

consumers to “select an impr per dose, and, thus, may resuilt in unsafe or ineffective
use of the product.”’” Howev r, the administrative recordofFDAs proposederIe doe:
not provide any evidence that urrent cosmetic-drug labels are the source of any publi
health concern.

Cosmetic-drug products have an exceptional safety record -- given their
widespread use by the general populace -- and consiete,ntly report a much lower
incidence of serious outcomes from accidental exposure or misuse than classic OTC
drugs such as the Rx to OTC switch products, analgesics cough, ‘cold or ailergy
medications.™ It is appropriate that higher toxicity proflle products have an easy to
read, standardized label. Cosmet:c -drug products with no dosage limitation have a long

history of safe use, indicating that consumers undevrsﬂtandmwh,enkwa,:ng,,how,fO usethese

products. Furthermore, the potential for adverse consequences from their misuse is
low. CTFA is not aware of any consumer dissatisfaction with the current labeling of

cosmetic-drug products. Indeed, of the reference documents whrch the agency cntes as - ,

evidence of the need for OTC relabelmq (thrrteen in total) in its proposed rule, not one

refers to a cosme’uc-drug product of any descngtro
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(i)  Concerns About Increased Potential For Advérse Drug
Reactions Do Not Exist For Cosmetic-Drug Products.

As previously discussed, not all OTC drugs are the same. Issuesd wrong dose
size or frequency do not exist for most cosmetic-drug products. Cosmetic-drug
products, such as antiperspirants, dandruff shampoos, antimicrobial soaps, and
sunscreens can be used without restriction (other than those general common-sense
limitations such as “if condition persists consult a health professional” or “if a rash
develops, stop use”). One cannot overdose on an antiperspirant or a sunscreen. The
concern with regard to selection of an improper dose resulting in an adverse drug
experience should not be applicable for these types of products.

Regarding FDA” Sconcern about the possibility of increasing numbers of adverse
drug interactions because of the availability of “new OTC combination drug products for
multiple symptoms” and the possibility that “{clonsumers may not be aware that a
particular prescription drug that they are taking is in the same drug class as an OTC
drug productthat they are also taking™, we note that it is extremely unlikely that such
concerns would apply to cosmetic-drug products without dosage limitation. Indeed, the
example the agency cites is a person taking an OTC analgesic in combinationwith a
prescription nonsteroidal anti-inflammatory drug. Clearly, cosmetic-drug products do
not pose this kind df situational risk. Furthermore, there are few instances of common
active ingredients either between or within cosmetic-drug categories. Cosmetic-drugs
containing anti-acne or sunscreen ingredients are two cases where consumers may be
exposed to common active ingredients within a single category of product. Inthe case
of sunscreens, where the use of two or more cosmetic-drug products containing
common active ingredients can occur (e.q., simultaneous use of a suncare beach
product containing one or more sunscreen active «ingredie‘nts and a moisturizer or
foundation containing similar or identical ingredients), increasing dosage serves only to
increase product efficacy and thus provide increased public health benefit.

As inthe case of FDA’s concerns about changing patterns of use, the
administrative record does not suggest or support the conclusion that there is any
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potential for increased adverse reactions raised by the current use of cosmetic-drug
products. R

(ii) Concerns About Increas d Potential For Misuse Do NotExist

roi Cusimetic-Drug Products,

There is no evidence that the “changing patterns” of use of OTC drug products

will have any impact on the way consumers use cosmetic-drug products. CTFA is not
aware of any significant change in what has been both appropriate @nd responsible use
by consumers of cosmetic-drug products over decades of use. Nor is thereany
evidence in the record to suggest that consumers do not understand or are unaweto ‘

make choices regarding their uses of such products. Furthermore because of the
distinctive marketing and particular uses of typrcal cosmetic-driias comnared with other
OTC products (especially the new, more potent OTC products cited by FDA as the
basis for its concem), there is no evidence to suggest that the current labeling of

cosmetic-druas has lead. or will lead, to confusron or mlsunderstandlng by consumer,
when using other categories of OTC drug products.

Likewise, nothing in the administrative record suggests that cosmatic.drie

products are at any increased risk for misuse by cons:'™: rs because of theircurrent

labeling format.

C. Cosmetic-Drug Products With No Dosage Limitation Shoulc
Be Exempt From the Pronased New Lahal Farmat.

Given the lack of any factual basis for char ging the labeling for cosmetic-drug
products, CTFA proposes that such productsw  no “dosage limitation” as that term is
defined herein be exemrpted from any final rule mandating a new label format for
covered OTC drug producte Thie will maan thatallcosmetlcdrug categories that meet
this definition shall be required to label their products consistent wnth their present |
requirements under the applicable OTC Monograph; New Drug Application' and
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use the new OTC format set forth in the final rule.

Under CTFAs proposal, eligibility for the exemption from FDA's new labeling
requirementswould require that a product satisfy both parts of a two-prongtest. First,
the product must be a cosmetic-drug, as determined by the claims made for the
product. Second, the cosmetic-drug must not have any dosage limitation. CTFA
proposes to define “dosage limitation” as follows:

“a set of limitations on the size, frequency, and
number of doses required in the labeling of a product
marketed either pursuant to a Tentative Final
Monograph, where ¢ pplicable, or Final Monograph for
an OTC Drug Prediie Category or a specific New
Drug Application approval.”

Under this definition, only productsthat include limits in each of the specified categones
(size, frequency and number of doses) would be considered to have a dosage

limitation.

A limitation on size refersto a specific restriction regarding the amount of the
product to be used, .4., one tablet, two teaspoons. A general description relatingto

size inthe directions for use would not constitute a size limitation under this definiton

(e.g. use a small amount, spread a thin layer).

A limitation on frequency of dose refers to a specified time period for repeated
use of a product(e.g., every four hours, three times a day). It would not encompass 2
general direction regarding frequency of use such as “apply often, reapply as

necessary”.

A limitation on number of doses refers tc a specific restriction on the duration of
use or the time period over which a product should be used, For example, “not to
exceed more than four doses in twenty-four hours” would be a limit on number of doses.
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The absence of any of the specified limits fcr @ Cosmetic-drug wou d place that
product within the scope of the exemption. Thus, for example, a cosmetic-drug with a
limitation on the frequency and number d doses but not on the size of such dose, would

be exempt under the definition.

FDA does not presentlydefine the term “dosage limitation”.** Nonetheless, in

implementing the general labeling requirements of section 502 of the Food, Drug, and
Cosmetic Act (in particularthe requirement that drug labeling contain “adequate
warnings for use” and “adequate warnings against unsafe use”), FDA defines adequate
directions for use as “directions under which the layman can use a drug safely and for
the purposes of which it is intended.” Such directions must include specification of
“quantity of dose”, or “frequency of administration or application” (in practice, the actual
" terms describing directions for use and wamnings against unsafe use are governed by
the requirements of ind,iy‘i‘dupal,OTQ drug monographs). Readtogether (e.g., “For relief
of symptoms swallow 1 tablet with water . . . Can be used up to twice daily (up to 2
tablets in 24 hours) . . . DO not take the maximum daily dosage forlonger than 2 weeks
continuously except under the advice and supervision of a doctor”) such directions
constitute a limitation on dosage.

CTFA is proposingto define the term “dosage limitation” because it is necessary,
for purposes of understanding the impact of this proposed labeling rule on cosmetic-
drug products, to look beyondthe particular product category directions for use, to the
entirety of the product’s required labeling (including warnmgs) in domg so, it quickly
becomes apparent that a number of OTC product categories, primarily cosmetic-drug
categories, mandate only general, common sense limitations, (e.g., such as “ifcondition

persists, consult a physician” or “if a rash occurs, stop use”). No limit on overall duration =

for use B raised by such restrictions, however, because no significant underlying safety
concerns exist. Incontrast, Rx to OTC switch products and certain OTC product
categories carry significant restrictions on their use. Examples of such restrictions
includethe following:
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Warning(s) B
(Reye Syndrome Warning, Allergy Vaming, Alcohol Warning)

po Not Use: Contraindications
Ask a Doctor Before Use
If You Have: Preexisting conditions (not
o pregnancy), symptoms
If You Are: Drug/drug and drug/food
interactions
If You: Combination of “If You Have”
and “If You Are” '
When Using This Product: Side effects, and what to avoid.

(Pregnancy/Breast-Feeding Warning)

CTFA's definition of dosage limitation is intended to distinguish between products

that carry substantial limitations on use such as those identified above and forwhich

more focused warnings are appropriate, and cosmetic-drug products that have a long
history of safe and effective use utilizing the existing labeling format. indeed, FDA
previoUSIy has recoanized the inherent safetv of nroducts bearina dosaae limitations. In
the preamble to FDA's proposed GMP regulations regarding expiration dating, the
agency states: “[tlhe Commissioner recognizes that many human oTC drug produéts
are safe and suitable fc r frequent and often prolonged use. Such products are
marketed without dosage limitatior S...” 43 Fed. Reg., 45088 (September 29, 1978).

In order to implement CTFAS request for an exemption for cosmetic-drug
products with no dosage limitation, CTFA proposes the following amendments to
proposed 2L C.F.R. § 201.66:

§ 201.66 Format and content requirementsfor Over-The-Counter (OTC) drug
product labeling.

x * k Kk Kk %

(b) Definitions.

6) The term dosage limitation shall mean a set of limitations on
the size, freauency, and number of doses required in the labeling of
a product eiler plrsuantto a Tentative Final Monograph, where
applicable, or Final OTC Drug Monoaranh or an anoroved New
Drug Application.
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() Exemptions and deferrals.

* ok kR X K

(2)  Any cosmetic- drug product that does not bear a dosage
limitation as defined in subsection (b)(6) shall be exempt from this
section and shall bear all ,edurred labeling information in an
appropriately consplcuous format.

L. Sunscreen Products Provide A Compelhng Example For Exemptlnc
Cosmetic-Drug Products From The OTC Drug Labelmg Proposal

Application of FDA’s OTC drug labeling proposalto sunscreens exemplifies tt
inappropriatenessof subiactina coematinrdriin nradiirte 1 tha nrn’nncnfi‘lahal ravieinn
Sunscreen products are marketed with various rntended uses mcludmg “beach”

sunscreen products to prote :t consumers from extreme sunhght condmons and

“nonbeach” (“enr-nnd::m"\ QlNeArann nradiinte far AATR (Tan 3a mrAbant Aames rmAare fra
chronic exposure to sunlight. Examples of daily use or “secondary” sunscreens include
skin care, foundation or lipstick products. Quite simply, FDA's stated reasons for the
proposed labeling changes do not apply to cosmetic-drugs gen Iy, as exemplified by
all of the products within"tna{sugscreen ca%egg_ry;

. Concerns about e increased availability of more potent
sunscreens are nonexistent.

. Concems about increased consumer self dxagnos:s and self-
medication through the use of sunscreens are nonexrstent

i Concerns regarding the possibility of increased or inappropriate
use of sunscreen products (other than thelr under use) by the
elderly are nonexistent.

. Concerns regardmg the possrbmty of mcreased adverse -
reactions and misuse of sunscreen products (agam other than

thair rnindariieal ara nnnnv-o‘nn#

Thus, the “changing patterns” of OTC drug use identified by FDA as justification for its

proposal do not apply to sunscreens.
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For the same reasons, FDA'’s concerns about increased consumer self-diagnosis and
self-medication do not apply to sunscreens. Sunscreens are w:dely used by consumers
and sufficiently labeled for safe and effective use under current OTC drug and cosmetic
labeling requirements. To the extent their use by consumers reflects any of the
changing patterns of use identified by FDA in its proposal, such changes are precisely
those that FDA and public health officials are encouraging for sunscreen use. For
example, to the extent sunscreen use can be characterized as self-medication by
consumers or as presenting’opportunities for increased use by thé elderly, a wide array
of public health agencies and experts openly prorhote such uses. Ihdeed, in contrast to
traditional OTC dfug therapies, FDA’s conce'rn‘wifth regard to sunscreens should be
product under use rather than over use.

FDA’s concerns regarding the possibility of increased 'adv‘effse reactions and
misuse of OTC drug pyroducts also,d‘o not apply to consumer use of sunscreen
products. It is universally recognized that substantial exposure to the ultraviolet rays of
the sun can prodUce a wide variety of adverse héalth consequences, ranging from
immediate burning of the skin, to premature aging, wrinkling and other damage to the
skin, to various types of skin cancers including malignant melanoma (a very serious
form of skin cancer that has increased dramatically). The American Academy d
Dermatology and consumer groups have expressed concern that (i) consumers do not
use enough sunscreen and that (i) many consumers do not understand the importance
d protectionfrom everyday UV exposure afforded by products such as cosmetic
moisturizers contairing sunscreen ingredients. In practical terms, the dahgers of
exceeding the “recommended dosage” associated with some categories of OTC drugs
simply do not exist for sunscreens. indeed, increasing dosage serves only to increase
product efficacy and provide a health benefit. -

Advocates of the use of sunscreens on a routine, daily basis have increasingly
urged the cosmetic and personal care industry to publicizethe health importance of
sunscreens and to include sunscreen ingredients not only in sunscreen productsfor
beach use, whose primary purpose is to protect consumers from extreme sunlight
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conditions (often referred to as "beach" sunscreen products), but also in large numbers
of “traditional "cosmetic r roducts. The industry has responded by supporting
substantial public educatic n efforts and by reformulating a large number of cosmetic
products to include sunscreen ingredients. This response reflects a genuine industry
interest in sound public health principles, and is motivated by a desire to accommodate
these principles where that can be accomplished without detracting from the basic
cosmetic purpose of the product itself.

In order to anourage continued efforts by industry to incorporate sunscreen
ingredients (wherever feasible) in all types of skin care products it is vital for FDA to
provide a regulatory framework incorporating ﬂexuble labeling requ&rements Overly
rigorous or unnecessary labeling requirements may s:mply create a dlsmcentlve to

manufacturersand even lead to the removal of sunscreen mgredlents fromcertain

daily-use products. Such an umntended consequence of the proposed Iabehng
requirements clearly is contrary to a sound public health policy.

Finally, nowhere inthe reccrd su’pporting FDA's proposed labeling revisionsis
‘there any evidence that consum.ers are unable to read or understand information o
necessary to the safe and effective use of sunscreens where such products are properly
labeled under current regulatory requirements. This lack of tangible support for FDA’s
proposalto enact drastic ,!abe]ing changes for cos‘metic-drug products clearly violates
applicable APA requirements.

For all of the above stated reasons, CTFA firmly supports an exemptionfrom the
proposed OTC labeling regulat:on for sunscreen products. Such actionwould be
consistent with the public health goal of encouragmg consumers to increase their use of
sunscreens and of grantmg an exemptlon for all products which are not the subject of
traditional dosage limits for OTC drug products.

Hl. Cu:fre,nt,Ma,nndgtgry And Other Lafbeling For Cosmetic-Drug Products
Supports Their Exemption From The OTC Drug Labeling Proposal.

Cosmetic-drugs are regulated as both cosmetics and drugs and must comply
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with applicable labeling requirements for both types of products.?’ As a result,
cosmetic-drug products currently are requiredto include more mandatory labeling
information than traditional oTC drug products. CTFA believes that the information

provrded on cosmetlc-drug products under the current rules is suﬁrcrent to guarantee

the safe and effective use of such products. Imposingthe proposed formatting
requirements on such products may very wel interfere with the provision of required
information. Unlike the OTC drug products of true concern to FDA, consumers buy
cosmetic-drugs for both benefits, Often the drug benefit is not the pnmary reason for
product purchase; to force a Iabehng format that restricts the conveyance of important
cosmetic lnformatron to consumers absent a documented concem for the safe and

effective use of the product, is absolutely unwarranted Thus such products should be

exempted from the proposed labeling changes for OTC drug products.
A. Extensive Mandatory Cosmetic Labeling Requirements Already Exist.

Cosmetic-drug products, unlike OTC drug products that are not also cosmetics,
are requiredto “bear a declaration of the name of each [cosmetic‘ a‘nd/or‘i_n‘aotjye]

ingredient in descending order of predominance” in addition to a deqlara_tion of the

active drug ingredients.®? For some consumers, label information on the inclusionof =

cosmetic/inactive ingredients in a product formulation is particularly important because
they have been advised by a dermatologist or other physicianthat they may be allergic
to one or more chemlcal rngredlents and should therefore avoid ‘using products which
may contain them. e

in the formulation can be extensive. Furthermore the names of mdnvrdual mactlve -

ingredients may, in many cases, be fairly lengthy. Consequently, Lthe requirement to hst I

inactive ingredients is a significant determinant of the residual space available for
compliance with the requirements of the proposed labeling proposal. For some
products, particularlythose sold in small package sizes, havingto comply with the
proposed OTC kbeling format may mean that manufacturers will be unabl
cosmetic/inactive ingredients on the same label panel. Consequently, consumers WI||

have to search in more than one location on the package for importantinformation
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necessary for the safe use of the product. Since avoidance of cosmetic ingredientsthat
may cause allergic reactions is perhaps the single most important use of required
information on a cosmetic label, applying this OTC drug labeling requirement to
cosmetic-drugs may negate an lmportant beneﬂt provxded by mandatory cosmetlc |
ingredient labeling.

Even more confusing for consumers is the proposed standardized format which
would require the listing of active ingredientsto be separated from the cosmetic/inactive
ingredients by other required labeling information. Thyusy in order to comply, cosmetic
drug products would be required to include important information on ingredients in two
different locations.’ 23 ' Any requnrement which results in the increased possibility that a
consumer may nadvertently fail to identify a pamcular ingredientto which he or she is
“likely to have an allergic reaction is contrary to public health policy and to the stated
goals of FDA in promulgating the proposed labeling regulation.

In addition to listing cosmetic/inactive ingredients, some cosmetic-drugs -- those
which are sold in self-pressurized containers (e.g., antiperspirant/deodorants) -- are
required to bear additional warning statements (g.4., proper storage conditions; keep
out of eyes; flammability; inhalation).?* In terms of the consumer's ability to use the
product safely, the aerosol wamning statements for antiperspirant/deodorants sold in
aerosol containers are just as important to the consumer's ability to use the product
safely as those warnings réquired by the antiperspirant monograph.

B. Other Important Cosmetic Labeling Is Jeopardized By The Proposal.

In addition to the information required by FDA under both cosmetic and OTC
labeling provisions, consumers currently derive much important (but not mandated)
information from the labels of cosmetic-drugs. Manufacturers of cosmetic-drugs use
label space to distinguish their products from similar OTC products (that do not include
cosmetic claims) and to advise consumers of particular cosmetic attributes (e.g.,
“dermatologist-tested,” “ophthalmologist-tested,”“won’t run into eyes,” “safe for use with

21



contact lenses,” “non-comedogenic,” “PABA-free,” “oil free,” etc.) which many
consumers and health professionals consider important.

| Finally, some coémetic-dfug producté include other important information such
as direct ‘consumerwco,unseling regarding proper product use and storage. Continued
use of “800” phone numbers may be eliminated if manufacturers cannot find adequate
space on the label. Additional information of help to consumers in selecting products
includes the Skin Cancer Foundation seal on sunscreens, Good Housekeeping Seal of
Approval, American Dental Association endorsement from its Council on. Dental o
Therapeutics, recychng logos and the European “e” code

C. Cosmetlc-Drugs Already Are Subject To Mandatory OTC Drug
Labeling Requirements.

Currently, cosmetic drug products have numerous mandatory labeling
requirements. First, there are the general OTC labeling requirements applicableto all
products (21 C.F.R. § 201.1 et seq. and § 330.1 et seq.). Inaddition, Tentative Final
Monographs, while applicable, and all Final Monographs (presently 21 C.F.R. § 331

through § 358) contain explicit labeling requirements. For those very few cosmetic-drug -

products approved pursuant to an NDA, that approval dictates all drug labeling
requirements. All of these specific requ:rements must be measured agamst the
statutory requirementthat all mandatory drug mformatlon be consplcuous and”“. ..in
such terms as to render it likely to be read and understood by the ordlnary lndwldual

under customary conditions of purchase and use.”

The exceptional safety record of cosmetic-drug pi?od ucts is largely due to the fact
that current cosmetic-drug product labels and ‘accomp‘anyin’g labeling are effective in
explaining their proper selecﬁon and use. Current oos'metic-dru’g labels provide
valuable information to the consumer such as required monographand NDA approvec
language. They may also, however, include some of the additional information
described above. CTFA believes that the scope of labeling requirements and the
amount of information currently required on z typical cos metic-drug product is more
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than sufficient to guarantee the safe and effective use of such produots. The proposed
labeling requirements will require consumers to look in several places on the product |
label for warnings, use instructions and lists of 'active or inactive ingredients. Contrary
to FDA'’s intent, the proposed labeling requirements will make it more dn‘ﬂcult fora

consumer to select the right cosmetic-drug product to meet his or her needs and, even - :

more importantly, to ensure safe and effective use of the product.

V. The Requrrements Of The Admmlstrat:ve Procedure Act e

Must Be Followed.

There is no factual basis in the administrative record that would warrantimposing

FDA’s proposed labeling change, and its attendant costs, on manufacturers of

cosmetic-drug products. CTFA believes strongly that tt e requirements of the.

Administrative Procedure Act (*APA”), 5 U.S.C. § 551 ets seq., should apply both as to

the adequacy of the administrative record to make changes in long standmg Iabehng
requirements as well as to the sufficiency of the opportunity provided to affected parties

to review and comment upon relevant data.

A.  The Record ls Devord Of A Factual Ba5|s To Support The Rules
The Agency Proposes ‘ i

CTFA has several substantial ggns.‘esrniwithrrggar;d to the administrative record

and process presently being utilized by FDA in this rulemaking. As ’thrOUthY set forth
above there is virtually nothing in the administrative record presently that would support
application of FDA’s proposal to cosmetic-,,drugs.f In adcitien, on May 23,1997, FDA

published a notice requesting comments on a proposal to collect data in the form of four

studies regarding consumer preferences for, and comprehension of, information
contained in OTC drug labels. Given the estimated costs to relabel OTC drug products
as evidenced by these comments and the comments of the NDMA FDA’s proposed |
consumer research is disturbing. It appears that the agency itself is uncertain about
consumer understanding of information contalned in OTC drug prodUCt Iabels EXIStIng

i |

data on how consumers understand current Iabels
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for FDA's proposed OTC labeling format has been virtually overlooked in favor of four
studies -- with design flaws -- the results of which will not be published until next year,
well after the public comment period on the proposed labeling rule has closed. Upon
completion, these studies could lead to the development of another Iabel format, which
would be inherently unfair given that industry is already mvesllgatmg the impact of the

proposed labeling rule by donng labe! “mock- -ups” and revising existing 1anei copy.

The agency has not establishedthe necessity of a new OTC labelformat --
especially for cosmetic-drug products. FDA h‘as not cited one ‘cost,etiQ-‘drug produc
that raises the same concems about the potential for misuse as some OTC drua
products. Furthermore, FDA’s proposec research does not include cosmetic-drugs
other than a sample sunscreen label inthe new label format. This sole cosmetic-druc
example is suggested as one of two types of drug products for study Which considers

participants' evaluation of four design variations of the proposed label format.

B.  The APA Mandates That An Agency Have Factual Support In The
Admlnlstratwe Record For Its Substantlve Rules.

Presently, there is nothing in the administrative record regarding cosmetic-drugs
that would provide a lawful basis for a final rule as proposed by FDA. The APA requires
that an agency provide a factual basis for the rules that it proposes. See BB & L. Inc. v.
NLRB, 52 F.3d 366 (D.C. Cir. 1895) (court will not uphold agency decision that is

unreasonable, arbltrary, or unsupported by the evndence) Int’l Brotherhood of

Teamsters, Chauffeurs Warehousemen and Helpers of Amenca v U S 735 F 2d 1525 - '

(D-Ccir. 1984) (when an agency seeks to change federal policy, the record must
support that change). Agency promulgation of a rule that lacks an adeauate factual
basis is a clear violation of the APA,

Under the APA, reviewingy courts will strike down agency actions that are arbitrary

or capricious, including those for which there is no factual basis in the record. 5U.S.C.

§ 706(2)(A). While the APA’s scope of review under the arbitrary and
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capricious standard is narrow, and the court may not substitute its ju'dgment for that of
the agency, the court will do a searching examinationto determine whetherthe
agency’s decision was reasoned, i.e., whether the agency considered relevant facts and o

explained facts and policy concerns on which it relied, and, importantly, whether those

facts have socme baS|s in the record. Nat'l Treasurv Emptoyees Unlon V. Heh‘er 53 F 3d

1289 (D.C. Cir. 1989). See also Marymount Hosp lnc _v. Shalala, 19 F 3d 658 (D. C

Cir. 1994) (court may set aside agency decision where unsupported by substantral

evidence in the administre

/e record); Centerfor Auto Safety v. Federal quhway o
Admin., 956 F.2d 309 (D.C. Cir. 1992) (agency action is arbitrary and capricious n‘ rt

rests upon factual premise that is u,nsupported by substantra! evidence).

The record in this rulemaking is totally devoid of any factual basis for the..
proposed rule with regard to cosmetic-drugs. Quite srmply, FDA has not demonstrated o
a need for a new label format with regard to these products Such arecordwillnot o
withstand APA challenge.

Moreover, the factual basis for a rule must be contained inthe record and

provrded contemporaneously with the rule for public comment. Post-hoc rational 3
to justify actions or rule changes will not withstand judicial scrutiny. Citizens to Preserve ‘
Overton Park v. Volpe, 401 U.S. 402 (1971) (court refused to accept as record the

agency’s post hoc ratlonahzatlons of its decrsrons) Carlton V. Babbltt 900 F Supp 526 R

(D.D.C. 1995) (court may not entertain post hoc ratlonahzatlons where no ratlonale was

set forth before). Accordingly, FDA is required to set forth an adequate factual basis for

a rule in the record and befor_e that rule is promulgated. FDA’s actions in this instance

are exactly backwards. The agency has issued a proposed rule for which it B now
attempting to build a factual basis through consumer research. With regard to

cosmetic-drugs, however, which are not the subject of such consumer research, we can

only assume that because FDA'’s stated reasons for the regulatisn do not apply to those

products, the record, in violation of the APA, will continue to lack a factual basis forthe

rule.
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C. The APA Mandates That All Material Facts Relied Upon By FDA Must
Be The Subject of Notice and Comment Rulemaking. S

There is substantial consumer research yet to be done which addressesthe B
need for, and the appropriate format of, revised OTC drug labeling. That research will
not be complete until well after the October 6, 1997 close of the comment period in this
rulemaking. Further, as noted above, that research does not seek information that
would, in any material way, address whether such a labeling channe is annranriate for
cosmetic-drugs, and if so, the format such a label should take.

Itis one of the most basic requirements of the APA that partiesto a rulemaking
be provided with notice and an « pportunityto be heard. APA § 553(c). Interested
parties are deprived d this most basic right when an agency fails to make avajiaple for

public comment important studies and other data on which they rely in the final rule.

U.S. v. Nova Scotia Food Products 568 F.2d 240 (2d Cir. 1977) (challenge to FDA

rulemaking upheld for failure to make record available which included studles relled
uponby the agency). cee U.S. v. Menendez, 48 F.3d 1401, 1409-10 (5th Cir. 1995) -
(reversing district court’s judgment where decisicn ‘was based on lese than the Whole et
record); Hanover Pot Mo%Products Inc et al V. Sulllvan 1991 U.S. App. LEXlS 33093 , |
(3d Cir. May 22, 1991) (court upheld challenge to FDA's final rule bannlng theuseof
suffites on fresh potatoes where agency failed to make portions of the administrative

record on which FDA relied available for notlce and comment) Walter 0. Boswell -
Memorial Hosp. v. Heckler, 749 F. 2d 788 (D.C. Cir. 1984) (agency must prowde full R
record of its dQCIsmn ) e P——

The court in Hanover Potato went on to state that “[bJoth the [APA] and the [FDA]

regulations provide the public with the opportunity to review, comment upon, and if
appropriate challenge the evidentiary basis for a proposed agency rule. To fail to

provide the public with access to thetunﬂderlylng'information is to defeat the very

purpose of the prescribed procedure.” See Louisiana Ass’n of Independent Producers
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and Royalty Owners V. FERC 958 F. 2d 1101 (D C C|r 1992) (mterested partles must o

have the opportunlty to introduce adverse evudence and criticize evide ced by
others). Moreover, the notice-and-comment procedures serve the. addmonal PUFPOSGS
of allowing the agency to benefit from the experience and input of the parties who file
comments and to educate the agency, thereby helpingto ensure ini‘ormed agency
decision making. Chocolate Mfrs Ass’n v. Block, 755 F.2d 1098 (4th Cir. 1985)
(citations omitted). Because FDA'’s consumer research will not be completed until after

the closeofthecomment perlod --and, | in any event is unlikely to contain information

relevant to cosmetic-drugs --the agency, in violation of the APA, is depriving interested

parties of the opportunity to review or comment on the substantive basis for its proposal

in any meaningfulway.
V.  ACategorical Small Package E?‘?h"bﬁ"n Is Es:sejnfi‘a_lc,c o

By these comments, CTFA requests a emayll package exemption to provide relief
for small packages which cannot ,,co,r,np'l'y with the currently proposed labeling changes.
Attempting to meet all the'labeling requirements for a cosmetic and an OTC drug in a
limited label space is a complexhprobiem A “one-size fits all” approach which treats
cosmetic-drugs and other OTC drugs alike may not be either an optimal or workable
solution. For those cosmetic-drugs that would not. meet the dosage hmltatlon criteria for
exemption from the proposed labeling changes, a small package exemption is
essential. Such an exemption would meanthat small packages subjectto the proposed
rule would have to comply with all present OTC drug labeling requirements.

Unlike the majority of OTC drugs, cosmetic-drug products are much more likely
to come in a wide array of package shapes and sizes. Pote,ntj,amlﬂc;o mpliance problems
for products typically packaged in small sizes are exemplified by many cosmetic-drugs
(especially traditional cosmetic products containing sunscreens, e.g., Iipsticks, lip baims,
concealers, fOundation;s, or traditional cosmetic vfehiclewswcontaimng antiacne
ingredients, etc.). For many such products it is important to understand that it is not just

package size but a combination of both size and shape which determine the amountof

available label space on a given package. Packageswhich are particularly affected are
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bottles without an outer carton, tubes, specialty shaped containers, and convenience
sizes.

CTFA strongly supports an objective standard for determmmg whether a
pamcular package is eligible for a small package exemption. Refy:ng on a subjective
standard to support an exemptlon from the proposed labeling format would be both
inefficient and unfair. Under a subjective system manufaoturers of many cosmetlc-drug
products would be requnred {o maintain records of attempts to comply with the fabeling
requirements; and the adequacy of such attempts could be subject to different.
standards by different field inspectors. In contrast, an objective standard will provxde a
clear formula for manufacturers to follow, conserving resources and ensuring
consistent, agéncy—wide treatment of products.

A.  The Limits On Available Label Space And The Importance Of
Cosmetlc Clalms Necess, ate A Small Package Exemption.

FDA itself has recognized that cosmetic claims are permissible on the label of 8
cosmetic-drug product if they are placed “somewhere else in the labeling” of the

product.?” Indeed, the agency has recognized that “OTC drug monographs contain
appropriate drug labeling claims to be used on OTC drug products and do not preclude

the use of acceptable cosmefic claims if the product is both a drug and cosmetic.”®

The agency has also stated that “any term that is outside the scope of the
monograph, even though it is truthful and not misleading, may not appear in any portion
of the labeling required by the monograph” but such terms may appear “elsewhere in.
the labeling provided they are not false or misleading.”™ CTFA has cons;stenﬂy
expressed its opposmon to this so-called “label separation” policy and relterates that
opposition again here. Nevertheless, this difference aside, it is apparent that FDA
acknowledges that cosmetic claims on a cosmetic-drug product are appropriate and
necessary for a consumer to make an informed and prudent choice of product.

For these reasons, any evaluation of total surface area available for labe
the back and side panels -- for purposes of a small package exemption -- must include

ling on

28



a certain percentage of available space for required cosmetic labeling, cosmetic claims
and other essential, but non-OTC drug mformatlon In order to accommodate the

multiplicity of cosmetlc-drug product Iabels in terms of number of mgred:ents and
individual OTC monographor NDA mandated language requirements, we propose a
small package exemption based on available label space, i.e., where (i) the total surface

area available to bear labeling is less than 12 square lnches (including the principal

display panel); or (ii) more than 60% of the total surface area avallable for Iabehng on

the back and side panels, if any, (excludmg the pnncrpal display panel) must be used to
satisfy the “content requirements” as described in proposed section 201 66(c) or (iii) it
is a trial size package, packette, or single use unit.

B.  The Citizen Petition Procedure Is Unre

In the absence of CTFA’s proposed small package exemption, the Citizen:
Petition procedure currently envisioned under the proposed rule (i.e., by which
manufacturers of products would apply to FDA for an ‘exemption ona product-by-
product basis) would be extraordinarily burdensome for FDA and unrealisticfor
purposes of provrdmg any genuine relief to manufacturers of cosmetic-drug products.
As FDA well knows, the Citizen Petition process is a lengthy one that places on FDA no
obligation to provide a final, substantive response in any specific time frame. FDA’s
procedural regulations (21 C. F.R. § 10.30) contemplate a response within 180 days.
FDA has publicly stated repeatedly that it is not bound by this time frame and that it will
grant itself an unlimited extension of time if it deems it appropriate. 'FDA receivesa
substantial number of Citizen Petitions in a year and CTFA believes that the

overwhelming majority are not answered in a substantive manner erther m 180 days or |

in several years for that matter.

in addmon the cosmetic-drug industry is Iaunch rntensnve Often multiple
launches of new cosmetlc-druq products occur sxx months apart A manufacturer may
launch two or three “color stories” annually, with dozens of new hpstnck shades, each
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containing sunscreen. This differs from the classic OTC product ared where products

such as analgesics and pain relievers have long incubation times and remaininthe =~~~

market for many years. Given the time frames associated with FDA’s petition review
procedures, it is highly unlkely that companies would be willing or able to avail

themselves ¢ f the proposed option. Itis more likely that manufacturers would decideto

eliminate the therapeutic benefits frcm many of their traditional cosmetic products (e.g.,
by eliminating the use of sunscreens in cosmetics such as lipsticks and foundations), to
the detriment of the public health.

The practical result of FDA proposing a Citizen Petit on approach to seeking an
exemption is to propose effectively that there be no exemp' ions in any useful time
frame. As a result, a categorical small package exemption is critical.

C. Performance Standards Do Not Exis!; Nor Are They A Practical
Solution

FDA has called for comment on the use of perfo rmance;,Stahd,ards\,‘ahs a way to
address the problems presented by small packages. CTFA agreeé With NDMA that
there are no validated performance standards that would apply and therefore they
should not be further considered by FDA. Rather. CTFA is providing an explicit,
workable framework for how smal I packages should be labeled. FDA should adopt the

CTFA proposal contained herein.

Obviously, if FDA rejects both the CTFA and NDMA positions on this matter, the
APA would require that prior to imposing any Performance Standards they be the

subject d notice and comment rulemaking.
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D.  CTFA Proposal Would Pr vide A Cosmetlc-Drug Small o
Package Exemptlon :

In order to implement CTFA’s probosal for a small packaqe exemption, CTFA

proposes the following amendmentsto 21 C.F.R. § 201.66:

§ 201.66 Formatand content requirements for Over-The- Counter (OTC) drug
product labeling.

(b) Definitions.

******

(7) A small package means any outer package

(i) if the total surface area available to bear labeling is less than 12
square inches (includingthe principal dlsplay panel) or

(ii) if more than 60% of its total surface area ava:lable for Iabelmg

on the back and side panels, if any, (excluding the pnncnpaT dlsplay -
panel) must be used to satisfy the “content requirements” as
described in proposed section 201.66(c); or

(i) that is a trial size package, packette, or single use unit.

*x * * * K %

() Exemptionsand Deferrals.

* * * Kk * *

(3) Any cosmetic-drug product that is contained in a small package as

defined in subsection (b)(7) shall be exempt from th:s secnon andshall

bear all requured Iabelmg in an approprlately conspicuous. format o

Vi. There Are Several Additional Factors Whlch Justify Both An
Exemption For Cosn
Small Package Exemptlon Generally

In considering how cosmetic-drug products should be labeled, there are several

additional factors that FDA must consider. These factors mclude co

expectatlon s as to the productsthey are purchasmg and con

sumer demand for , ,and
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accessto, a variety of package sizes for products. Inaddition, as with every rule
mandated by FDA, there are always potential unintended « onseauences. With regard
to this rulemaking, the potential for increased packaging to comply with the proposed

requirements raises environmental issues of significant concem. Atthe otherendofthe

governmental spectrum, any chai ge in labeling for these safe and effective product:
must be evaluated against the con pelling value in an increasingly global marketplace
and the need to harmonize labelir g requirements. This is an extremely important factor

in preserving the ability of U.S. companies to compete throughout the world. In
considering all of these factors, it is clear that a change in labeling requirements without
a compelling factual need fundamentally disrupts a complex marketing system and
related regulatory requirements Without any significant benefit from such chan9d€s.

A. The Diversity Of Marketing Channels And Packaging Sizes Is
Significantly Different For Cosmetlc-Drug Products Than For
Traditional OTC Drugs. '

(i)  The Fact That Cosmetic-Drugs Are Sold In Department And
Specialty Retail Stores Impacts Their Packaging And Labeling.

Cosmetic-drug products are marketed and sold through many different channels
of trade including by direct sales representatives, grocery stores, mas= rr erchandisers,
drug stores, beauty salons, direct-response television, specialtv retzil, and department

stores.

The variety of ways in which cosmetic-drug products are sold varies significantly
from other OTC drugs, and has an impact on how products are packaged and labeled.
Importantly, such packaging and labeling reflects consumer demand and the greater or

equal interest that consumers have in the cosmetic as opposed to drug benefits of such

products. In today’s competitive marketplace, manufacturers must market their .

products to meet the requirements of different conditions of trade. Cosmetic-drug

manufacturers must have enormousﬂexnbnhty in p‘acka‘ginyg and laybeling fo

accommodate the respective requirements of each setting.
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The requrrements of packagrng a cosmetrc drug product for an upscale

department or specialty retarl store are often very different from the requrrements of

packaging a cosmetic-drug product for a mass merchandiser retail location or direct

access. This difference is based on functronal and aesthetic reasons which goto the |

essence of why consumers purchase such products in drfferent retail settings.
Consumers go to department. stores to buy cosmet|c~drugs for very different reasons
than they go to the corner grocery or convenience storeto\b‘uy a cold remedy. They do
not expect or want the packaging and labeling to be the same on every available
product under those very distinct circumstances. The packaging of cosmetic-drug
products sold in department stores is very important to create brand recognition. Trade
dress -- the uniqué colors, type face, package size and shape —- is extremely important

because it i an integral part of the overall marketrng of the product Trade dress

distinguishes one brand from another and some cosmetic products have trade dress

which has been in use for years. A cosmetic product’s distinctive trade dress is
incorporated into all product labeling and advertisements, product samples even shelf
layout plans and store displays. Cosmetic-drug products musttherefore complement
the trade dress and packaging of the general cosmetic line, since they are usually sold
as a line extensionofiaucqe‘ngeticnpr’oduct.‘ T e e

Although the importance of these mark'etin:g‘ issues may not seem obvious to
FDA at first blush, they are in fact qurte 1mportant to the pubhc health issues that may be
affected by this labeling proposal. Returning to our sunscreen example it is rmportant

that sunscreens be available for daily use in as many vehrcles as possrble that will

encourage consumer Use. In order to sell product ina varrety of consumer outlets
manufacturers must meet the ‘marketing requrrements of each retarl envrronment ltis

unrealistic to think that a “one-label fits all” formula for cosmetlc drugs wrl| work m retarl -

environments where creativity and brand- rdentlty, as srgnrfred by drstrnctrve trade-dress |
sell products. The consumer often buys a skin-care product with sunscreen rn such an

environment primarily because that consumer knows and values other ‘products in that

manufacturer's product line. In many cases, the presence of sun protection is an added
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benefit, notthe primary incentive. Yet, it benefits the public heaith to encourage the
consumer to purchase this product. Imposition of this labeling proposal on these
products will not assist such a consumer, and it is at least equally llkeiy that such a

consumer will be put-off or confused by a complex label that differs from other products

in that line and will choose a productwithout sunscreen.

(i) The Requirements Of Mass Retail And Other Channels Of

Commerce Impact The Manner In Which Cosmetic-Drugs Ai’e
Sold.

Ancther issue to consider are the requirements of the retail setting. Mass
merchandisers often require co,smeﬁc-drué manufacturers to sell their products in area
display equipment designed to suit the merchandiser's space requirements. For
example, many companies have recently inVesftedi in new gravity-feed display
equipment to dispense color cosmetics containing sunscréens (e.q., uncartoned
foundations, blushes, lipsticks). To the extent that new methods of display, marketing
and sale of products dictate Smaller packaging, these factors should be considered by
FDA.

in all channels of trade for cosmetic-drug products, product packaging is critical
to the consumer's use of the product. Adequate space on the actual package to identify
the product attributes of a ccsmetic-drug product is critical since it is the primary vehicle

to describe the cosmetic and drug benefits derived from using these cosmetic-drug

products. It explains what the consumer ,:c:,wa,,}nwexp:ect to see as a ,rgé,ﬁsu,lfof} using the

product.

Trial size packaging and gift-with-purchase product sizes that fit the proposed
definition of a small package are integral to encouraging consumers to use and
understandthe benefits
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Label C9nstra|nts on trial samples and smgle use products may sugnrﬁcantly lmpc ct the

desire of consumers to select and use them, because consumers rely on label copy to

explain the end beneflts denved from using them

Furthermore many marketers offer items promotionally as part of sets, travel
kits, gifts-with-purchase, and “blockbuster sets” (very large glfts-w:th -purchase,
frequently used at holiday tlmes.) Such sets may contain cosmetic-drug products
within the mix, andlf additional Iabeling is required“will beCOme confusing in
appearance due to thelr complexlty, or otherwise dsscourage marketers from mcludlng

products of this type

B. The Froposed Regulation Raises Sign'ificant EriVironme‘ntal andSolid

Waste Reduction Issues.

- Many cosmetic-drugs are currently marketed with minimal packaging.'

Application df the proposed OTC labeling requirements undoubtecly would require the

development of secondary packaging for many of these productsin direct contradiction

of attempts to preserve and protect environmental resources. Any FDA policy that
dictates more packaging, without a substantial public health benefit, is contrary to the
broader public interest. Thus any consideration of further package designs for cosmetic

drugs is highly unwarranted At all Ievels of the publlc and prrvate sector, solid waste

reduction or. “source reductlon 1s at the forefront as a\tool for preventmg pollutton EPA‘ -

has recognizedthe “solid waste hierarchy” Wthh states that source reduction is the ‘

number one way to reduce solid waste.*

Several states -- most recently Oregon -- have followed suit by declaring that
source reduction is the best way to reduce the flow of materials into the solid waste |

stream. Source reductlon offers substantial ﬂnancral benefits t Ataxpayers For more
than a decade source reduction has been the best way to cut the cost of trash dlsposal

Less trash means fewer transfer stations, landfills, mcmerators and lower capltal costs o

This means lowertaxes to pay for waste dlsposal Ultimately, source reductlon has a

dual advantage: it cuts the flow of material and saves the consumer money.
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Source reduction may be the only way many cosmetlc-drug manufacturers can
comply with the various state requirements to reduce solid waste and promote recycling.
Federal regulatlons that address product safety and packaging integrity restrict the |
reuse and use of most post-consumer recycled materials. In FDA’s March 24,1993
letter to CTFA, which makes reference to the use of recycled materialsinfood
packaging, FDA acknow|edged the rmportance of product aesthetics for cosmetic

“marketing standards”:

FDA recognizes that many different government bodles both at the
federal and state level, are concerned about envrronmental damage ,
that may occur because of the large amount of waste material

generated from consumer packaging. As you point out, several states

have either enacted or are contemplating the introduction of legistation
that would make the use of recycled material in product containers
mandatory. ... Cosmetic product packaging differs significantly from
food packaglng in that it plays an important. role, not only in terms of
product integrity, but also in product aesthetics. ... The agency
recognizes that development of safe and surtable packagmg for the

wide variety of cosmetic products marketed today is a complex and
challenging endeavor. Packaging for the many different types of
cosmetic products requires considerable development tlme and
investment before a manufacturer can be sure that it

legal requirements of the Act as well as aesthetic matr
standards.

Retailers -- especially mass merchandisers, chain food retailers, and drug stores

-- have also felt the need 1o reduce product packaglng As more stock keeplng units

(SKUs) are developed there is more competition for shelf space. A manufacturer often o

puts itself at a competitive disadvantage by not reducing outer packaglng which uses
limited shelf space. This reduction in product packaging has resulted in significant cost

savings to the manufacturer which ultimately is passed on to consumers. Examples of

these cost savings include reduced costs to transport and store products.

C. The Proposed Regulatlon Will Adversely Affect Efforts To Achieve ===~ =

Harmonization With Ove

g Requirements.
in order {5 pe as competitive as possible, U.S. manufacturers are attemptingto
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develop uniform packagmg to enable products to be sold both overseas and in them e

United States without costly and unnecessary packagmg changes for various. markets

indeed, FDA is increasingly focused on international harmomzatlon as a matterof B

agency-wide policy. Limiting flexrblhty in the way manufacturers are able to comply wrth

overseas labelii g requirements (as well as the fle, ibility to provide other essential
|nformatlon on product labels) can only lead to duplication of packaging for overseas
markets Such duplrcatlon of effort leads to rncreased production ¢ costs and, mevrtably,

mcreased costs to the consumer.

In Canada “drugs that are like cosmetics” (e.g., antiperspirant/deodorants

antidandruff shampoos medlcated skm creams and Iotions, antrcanes toothpastes and

sunscreen products) are treated as “proprietary medicines” (i.e., drug products that are
in a form ready for use by the consumer according to the directions foruse = ,
recommended by the manufacturer® and do not require the advice or interaction of a
health professronal) As in the U.S., the labeling requirements for drugs are much more

extensive than for cosmetics and mclude a requrrement for the declaratnon of active

ingredients, dosage recommendations, identification of possrble adverse reactions and e
drug interactions, mandatory identification by lot number, etc®. Reconciliation of the
specific requirementss of the proposed FDA OTC labeling provisions and those required

under the Canadian Food and Drt gs Act and Regulations (and therefore uniform

labeling of cosmetic-drug products offered for sate in the U.S. and Canada) may not be

possible and thus the FDA proposal represents a srgnn‘rcant barrrer to eﬁorts to achleveww -

international harmomzatron - ‘

The requirement for listing of inactive ingredients, supra, is compounded by the
fact that companies who wish to market the same product msrde and outsrde the

European Union must use dual labeling (i.e., Irst both alternatrves) for certarn (such as

colorants, botanicals, trivial names, alcohol) rngredrents that have drfferent

nomenctature inthe U.S. and the European Umon Srm;larly, a product sold throthout S

Canada, must declare all label copy in both French and Enghsh further |mpedlng
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industry’s ability to comply with U.S. OTC labeling restrictions for small packages.

In many countries (most notably in the EU), products which in the U.S. are
termed cosmetic-drugs are considered cosmetics.* Consequently, product labels
which comply with the proposed U. S. regulations for cosmetic- drugs will appear very
different from SImnlar products produced in the host country (i.e., whrch would also
require OTC labeling if sold in the U.S.) but which are treated like any other cosmetic
product. In the marketplace for cosmetic and cosmetic drugs (i.e., where product
appearance -- trade dress -- is s0 important), such differences in appearance may act
as a disincentive to consumers who are more likely to purchase a product manufactured
inthe host country. Clearly, comphance with the FDA proposal for u.s. manufactured
cosmetic-drug products marketed overseas is likely to be commerCIal dlsadvantage to

U.S. manufacturers and a barriertotrade,

VIl. National Uniformity In The Labeling Of OTC Drug Products k
Essential. |

CTFA strongly supports FDA’s proposed regulatlon to ensure naticnal unlformlty
in the labeling of OTC drug products Proposed 21 C.FR.§ 201 66(h) would preempt
any state or local requirement for OTC drug labeling format or content “. . . thatis
differentfrom, or in addition to, that reqwred by FDA.” Such national uniformity is
importantfor all OoTC drug or cosmetlc-drug products whether or not subject to the |
specific terms of this labeling regulation.

OTC drugs in general and cosmetic-drugs specifically are almost universally
manufactured for sale throughout the United States. The samewl,gb,ﬁeﬂl appears on the
productthroughout the country. Congress has provided an appropriate framework for
regulatingthe safety and efficacy of these products in the Federal Food, Drug, and
Cosmetic Act and has given FDA the authority to regulate these products

Over and over again, FDA'’s authority has provento be effective to protect

American consumers throughout the country. It provides a comprehensive regulatory
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framework to ensure that all OTC drug products are safe and yeffectnve that these

products are Iabeled in a manner that is not mlsleadlng, and that provrdes the consumer

~ with the information necessary to use the product safely to obtam the rntended drug

benefit.

Desplte thrs strong federal regulatory framework penodlcally states have taken

actions that were in addmon to or i
appropriate, FDA has taken action to preempt those reqwrements by regulatlon to

ensure that a single national standard prevailed for OTC drugs.* CTFA strongly
believes that the action FDA has proposed in this regulatnon to ensure national

inconsistent with exrstmg FDA standards ‘Where

uniformity also is appropriate and is critical to ensuring that FDA’s authority over the
safety of drugs inthe United Statesr,l,,Sc,th,xunderrn!‘negﬂby inconsistent action at the state

or local level.

A srngle example of a current law that has had the effect ;tf, L‘JmnderW ’, |

national regulatory scheme is sufﬂcuent to

uniformity. In 1986, the Safe Drinking Water and Toxic Enforcement Act was passed

through a voter initiative in California. Otherwise known as “Proposmon 65,” this law

allows the state to identify chemicals “known” to cause cancer or reproductlve toxucrty
Under the terms of the law, a manufacturer causing an exposure to any product
containing these chemicals as anm,mgreduent or contamrnant in any amount is required to
warn consumers unless the manufacturer can prove that there is not a srgnmcant risk to

humans from that _exposure. For some chemlcals the state has set exposure levels
that trigger warning requirements but ,thesewleyke!_sjrequently are not consistent with
federal standards. |

Further increasing the chances for. rnconsustency with federal standards for FDA

trate the compelling need f.or natlonal

regulated products, Proposrtlon 65 is not enforced by a state agency Wl'ih scientific inirichins

expertise. ltis enforced inthe courts by state law enforcement oﬁrc:als and, if they fail
to act, private citizens. In short, anyone with any agenda can bnng a Proposntron 65
enforcement suit, pubhcly challengmg the safety of a product and can argue to a Judge

or jury that a product requires a warning if it contains a chemlcal “known to the state of o
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California” to cause cancer or reproductlve toxicity. Neither the plamtn‘f nor the court is
required to consider FDA or other federal standards for safe exposure in makmg a
decision.

Although the Commissioner of FDA and numerous other current and former
publuc hea!th officials successfully argued for an exemptnon from Proposmon 65
requirements for FDA -regulated products, that exemptlon subsequently was repealed
as a result of a court. settlement between the state of California and environmental
groups in 1993. FDA action to restore national labehng umformlty for oTC drugs is
appropriate and necessary. ' ‘ '

Although efforts to enact Proposition 65-type laws in other states have, to date,
been overtaken by common senge, thereis a contlnunng danger that other states could
take similar action that also would be inconsistent with federal law. Completing the
nightmare for consumers and industry, these other states may adopt standards that are
inconsistent both with the federal government and with California iaw Ieading‘to a
scenario where products will bear different warnlngs in different states and no warnings
in other states. This chaos and confusxon can be avoided by the adc ption of proposed
§ 201.66(h). The preemption exemption procedure in proposed § 201.66(i)
appropriately allows for an exerr ption from preemptionwhere state or local action is
necessary due tn enma r:ompellir g local interest.

CTFA fully supports FDA’s proposal to restore national uniformity to OTC dru
labeling, and urges FDA to consider similar action to ensure national uniformity for al
FDA-regulated products.

VIl. CTFA’s Response to Specific Requests for Comments. |

 Throughout the preamble to the proposal, FDA calls for comments on numerous
issues. CTFA responds to applicable requests as follows:

A Separation Of Active Ingredient Labeling From Inacuve Ingrednent
Labeling Is Inappropriate (62 Fed. Reg. at 9035)
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FDA is proposing that if,inactive ingredient labeling is either required or
voluntarily provided, it be separated from active ingredient labeling and pIaCed after all
other required information, ,,A,,SFDA’s own Example 6 in the proposal shows, this would

put inactive ingredient information at the bottom of the req uired label, causing
substantial harmto cosmetic-drug products. CTFA strongly objects to this aspect of the

proposal, and believes it further demonstrates the jnoompatibility of this proposal with

cosmetic-drugs.

Presently, cosmetic-drug products are required to list both active and inactive

ingredients.*® Of critical importance, FDA requires that inactive'ingredients be listed in
descending order of predominan,ce,jnthe, product. OTC drug products presently are

required to list active ingredients only. The NDMA policy reflected in the Guidelinesfor

the Dlsclosure of Inactlve lrlgredlents prowdes for the voluntary dlsclosure of mactlve -
mgredxents in alohabetlcal order ——

As discussed above, avoidance of certam cosmetrc/mactlve mgredlents that may

cause allergic reactions is perhaps the sxngle most |mportant use of required information
on a cosmetic label. Throughout the rulemakmg on ingredient labehng for cosmetics,
conducted nearly 25 years ago, FDA recognized the important health beneflt to

consumers provided by such information. ¥ To physrcally separate this mformatnon from o
active ingredient mformatlon thereby dlmlnlshmg the possibility that consumers will find
and use such information is wholly unjustmed especuaHy since there xs no ba3|s for thrs -

entire proposal as it relates to cosmetlc-drug products

Further, NDMA is suggesting to FDA that hstmg inactive mgredlents in
alphabetical order should be allowed for those JOTC drug compames that voluntarlly
choose to list this mformatlon This whole issue further hlg‘hllghts the fact that cosmetlc-‘
drugs should not be required to utilize this new format hich under NDMA’s proposal |

would be inconsistent with the legal reguurement for listing cosmetic inactive lngred|ents o
under FDA cosmetic labeling regulations.* The preamble estabhshes that FDAhasnot

recognized the importance of inactive mgredlent labeling for cosmetlc-drug products;
~ northe impact on consumers if the information is separated; nor whether it
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makes sense 1o have one ctass of products list inactive ingredientsi i alphabetical
order.

For cosmetic-drug products, consumers are best served by the present
ingredient labeling requnrements There is no ev;dence cuted by FDA that any prob|ems
have resulted from the existing labeling of cosmetic- drugs andthere is a significant
danger that the FDA labeling proposal could lead to unmtended negatlve results for
consumers using these products.

B. Quantitative Declaration Of Actlve Ingredients Is Unnecessary For
Cosmetic-Drug Products (62 Fed. Reg. at 9032). ‘

FDA has proposed that the quantity of each active ingredient appear prominently
on the labeling. FDA states, “[l]n order for consumers to distinguish among products
within a pharmacoiogical category, and select the appropnate product to meet their
needs, such information is essentlal” ® In readmg FDA’s preambie itis perfectly
understandable why for certain Rx-OTC switch product categories or cough/cold
products such info_rmati/gn;;fu)lvfjwljs,\a public health need. There is, however, nothing in the
record to establish. the need for such qUantita’tiveiactive ingredient labeling for cosmetic-
drug products. In fact, there is no such need.

Sunscreen products show why such a proposal apphed to cosmetlc-drug
products, would be hlghly mxsleadlng to consumers The efflcacy of sunscreen active
" ingredients is not directly related to the amount of active sunscreen ingredient present m,
the fon'nulatlon SPF is not dependent only on the choice of sunscreen actives present.

in many of today’s formulations, synergisms between sunscreens and the vehlcle occur

in the intact formulatlon Th|s phenomenon has been demonstrated by Meadows , who
has shown that there are comblnatuons of actlves at low tevels that yteld hrgher SPF

Furthermore, as can be s,eenln,,the pubhcatlon by Sayre N the components of th,e

vehicle can play an important roie'i:n achieving the final product SPF value. Such
effects may not be apparent from merely measunng the individual sunscreen active
ingredients in the vehicle formulatlon

42



There already exrsts an excellent source of rnformatlon on the labeling of
sunscreen to distinguish between products: SPF labeling. Therefore, far from berng
“essential”, such information would lead consumers to make inappropriate, and

misleading, comparisons. Once again, this aspect of the proposal establlshes thatthe

application of this proposal to cosmetlc drug products with no 'dosage limitation was
neither carefully considered by FDA nor justified in fact.

C. The Proposed Labeling Requirements Should Not Apply To Inner
Containers (62 Fed. Reg. at 9037).

FDA has sohcrted comment on whether certam elements of the new format

should be required on the |mmedtate contamer of an OTC product where that product is
sold with an outer container. As proposed by the agency, “the new format will not apply
to the product’s immediate contalner ‘unless the product is sold wsthout anouter
package or wrapper. ™2 Accordingly, under the terms of the proposal where a product is
sold with an outer package or wrapper, only the outer package or wrapper not the inner
container, need comply with the new OTC label requirements. CTFA supports this
aspect of the proposal for those OTC drug products subject to the new labeling
requirements.

As FDA noted in the preamble, if the’agen‘cy were “to require the proposed
labeling format, and the information that would be presented within that format, to
appear on the lmmedrate contalner of all marketed OTC drug products many products
as currently marketed could not conform with the proposed requn’ements 3 CTFA

shares the agency’s concern. If such labeling requirements were imposed on inner

containers, many OTC products would require larger containers to accommodatethe
required labeling. As discussed above in Section VI.B., CTFA has seriousconcerns

regarding the environ mental_ effect of any proposal that wouid requrre the industry to
increase packaglng - partrcularly when such a requrrement provrdes no correspondmg

benefit. Where a product has an outer container, consumer purchase decisions willbe

made based on the mf ti ntained on the

lab ling of the outer container. The

additional benefit provided by repeating such information on the inner packaging would

be minimal. Moreover, federal and state slack-fill requirements likely would prohibit any

43



such increases in product container size. Accordingly, CTFA onId:'strohgly object t
any proposal that wot Id require that FDAS proposed labeling be repeated on inner
packaging.

D.  No Minimum Type Size Should Be Established (62 Fed. Reg. at 9036).

FDA solicited comment on a variety of issues relating to type size. First, the
agency proposes that most label information not required on the PDP be displayed in &
point type and requests comment on this issue.* Second, the agency “yrequests
comment on whether FDA should establish minimum type size requirements for the
principal display panel. i Third, the agency requests “‘comment on whether to require
that a package insert, or similar accompanymg matenal prmted ina Iarger point size
(such as 10 point type) be mcluded with every OTC drug product.™® Fourth the agenc)
requests comment on the use of alternative packaging designs to increase available
label space.”

While CTFA agrees that labeltype must be conspicuous and readable, CTFA
opposes the imposition of a minimumtype size requirement. As FDA is aware, there
are many factors other than type size {(e.g., hlghllghtmg and layout) that affect label
readability. Type size that is smaller than 6 point 1s readable, parﬁcularly when
highlighted and laid out apprc pnately Therefore, lmposmg an arbitrary numerical
restriction on type size does not ensure the most consplcuous readable labels
Manufacturers should be allowed flexnblhty to desncn the most consplcuous and
readable label approprrate for a given product Accordmgly, whrle FDA may wnsh to
recommend the use of 6 point type, the agency should not requrre it.

Moreover, FDA’s currently proposed minimum 6 point type requnrement is
unworkable for the srmple fact that it cannot be accommodated on the label of existing
confrguratlons, not ;aII, requ:red rnformatlon can be _accommodatedgjjt« must appearin 6
point type.*® This, of course, leaves manufacturers in the untenable position of either
needlessly increasing package size, which raises environmental concemns, or simply
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eliminating smaller products the packaging of which could not accommodate all
required information in six-point type.

- CTFA also opposes the imposition of a 6 point minimum type requirement
because there is no evidence that it would produce benefits proportional to its attendant ,
costs. FDA has not provided an adequate basis i in the record to justify the sweeping
label changes required by the imposition of a mrnlmum 6 point type size requirement.
For the same reasons, CTFA also would oppose any FDA proposal to require that
information that appears on the PDP appear in 6 point type. |

The third issue FDA seeks comment on with regard to type size is the use of
package inserts. CTFA vrgorously opposes the ldea of requiring mclusron of package
lnsertsappearrng in larger type in all OTC drug products. First, many ‘OTC products
currently are sold without outer packaging. A requirement that all 'OTC’prOdUCts be
accompanied by a package insert would necessitate the development of outer
packaging in which to enclose a patlent package insert for those products that do not
already have outer packaglng Thts raises srgnrfrcant cost and environmental issues.

Once again, FDA has not provided any evidence that such package inserts are needed

or even that they would be beneficial. In light of the lack of any evidence of their
benefit, it is unthlnkable that FEA Would |mpose such a costly solut|on on
manufacturers

Slmllarly, FDA also proposes that manufacturers develop alternatrve package
desrgns in order to mcrease label space to accommodate the proposed 6 pomt type
requirement. Once again, in light of the fact that FDA has not provided any evidence
that such designs might be beneficial yet are known to be quite costly, CTFA would
strongly oppose any FDA proposal to requrre them

IX. The Cost Of Relabeling Is Prohlbltlve And Creates A Dlsmcentwe To
The Manufacture Of Cosmetlc-Drug Products.

CTFA conducted a survey of its members to estimate the costs associated with

label development and changes assoc1ated wrth labelrng redesign under the proposed ’
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rule. This survey ‘assessed the total cost and trme involved based ona mmor and major
label change. Several factors were considered to determine the costs of relabeling
including personne!, vendors, a_nd plant scrap. SKU drstmctrons were ‘also based on |

color categories.

CTFA survey data indicate that assuming it were feasible to comply with new
FDA labeling requirements, the average incremental cost to redes‘ign each cosmetic-
drug product label will be $7,900.00 (no scrap) arrd $11 ,300.00 (With scrap) per SKU.
This data indicates that the cost is s significantly higher than the agency’s estimate of
$1,500.00 per SKU.*® Based on the results of this survey, the cosmetic-drug mdustry

will incur substantial costs to relabel according to the new format.

Based on these estimated costs, the agency’s proposed rule creates a
disincentive for industry to manufacture and market cosmetlc-drug products and/or an
unreasonable and unjustified mﬂatronary factor in the cost of cosmetic-drugsto
consumers. Manufacturers have worked drllgently to incorporate drug benefits into new
and existing cosmetic products. Consumer demand for these products indicates a
strong desire, where possible, to seek cosmetic and drug benefits in a single product.
The expense and lack of ﬂexibility 'fo accommodate the special needs of this class of
products (i.e., both cosmetic and drug !abelmg) may prove a barner to further
development of these products and could lead to the reduced avallabrhty of cosmetrc
products that provide preventive drug benefits as well. The American public could lose
a valuable health benefit, such as the ready availability of sunscreen protection in many
different forms on the yet-to-be proven basis that Aco;s{metic—drug’ products which already
satisfy existing regulatory requirements must be reformatted to meet a new, untested

label format.

As thoroughly discussed throughout this document, cosmetic-drugs do not
present the safety and consumer confusion issues that FDA puts forth as the reasons

for the new format. Thus, there iS no real beneft to requiring a new label format for
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cosmetic dri gs as described herein. Absent some quan xflable beneflts the S|gn|f|cant
costs to make these Iabel format chanr es are absoluter unjuefn‘md

CONCLUSION

CTFA strongly urges FDA, after careful ahalysiS,'of its[,stated ratlonaleandlts o

obligations under the Administrative Procedure Act, to exempt cosmetic-drug products
with no dosage Iimitation from this proposed OTC drug labeling rule, if finalized. *
These cosmetic-drugs should remain labeled as :preSently required. Further, there are
compelling arguments forEDA:tc,' grant a small _pfaCkage exemption for cosmetic-drugs.

Cosmetic-drug products with no dosage limitation have been properly labeled
and used safely and effectrvely for decades. To the extent that FDA has created an "
admlmstratrve record rnvoivrng the changrng patterns of OTC drug use, that record | is
totally devoid of any discussion of concern for cosmetic-drug products. The present
FDA labeling requirements for both OTC drugs and cosfr eties should continuie to apply
to these product categories. FDA’s proposal bears no recognmon that these products
unlike other OTC drugs, must meet both sets of requrrements and that there is other
highly valuable cons,umer,,r,nformatronthatwwou!d get lost in a newly mandated OTC
drug labeling format focused on very'different products. o | o

| FDA’s proposal as applled to cosmetlc-drugs with no dosage limitation, is costly,
without justlflcatlon and qunte Ilkely to have an lmpact that is dlrectly contrary to the
public health goals that FDA seeks to uphold. '

R tiully submitte?,
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62 Fed. Reg. 9024, 9027 (1 997) (to be codrfled at21 C.F.R. pts. 201,33Cand 358)
(proposed Feb. 27, 1997).

Id.

Id. at 9028.

Id. at 9027- 28.

/d. at 9027. B
Contributing to the wide marglns of safety of cosmetlc-drugs is the fact that unlike many
other OTC drugs -- where the intended target tissue (i.e., the site of therapeutrc benefit) is distal
to the site of application (and therefore systemic exposure is a necessary pre-requisite to
delivery to the target tissue) -- the site of application of all cosmetic-drugs /s the intended target
tissue. Systemic exposure tends to be minimized following use of topical cosmetic-drug
products because of a combination of the barrier function of the stratum comeum and because

SRR AR

many products (e.g., sunscreens, antrpersplrant/deodorants and skin protectant products) are
designed so that active rngredlents remain on the skin (or in the skin) for maximum efficacy.
Similarly, for products such as anti-caries toothpastes ‘and anti-dandruff shampoos systemlc
exposure is minimized because typlcal product usage lnvolves brief and discontinuous exposure
(followed by rinsing).

7. In determining whether a drug active rngredlent is appropriately afforded OTC status,
FDA is required by statute to consider (i) toxicity and “other potentiality for harmful effect” (e.g.,
potential for abuse, potential to induce drug tolerance, ‘etc.) and (i) method of use, or collateral -
measures necessary to use. 21 U.S.C. § 353(b)(1)(B). The legislative history of the 1951
Durham-Humphrey Amendment (which codified the distinction between prescription and OTC
drugs) suggests that Congress intended the second consideration to have the broadest possible
scope. See Peter Barton Hutt, A Legal Framework for Futire Decisions 2rring Drugs
from Prescription to Nonprescnptlon Status 37 Food Drug Cosmetic Law Joumnal 427 (1982)
(scope of consideration to encompass all aspects of crroumstances ‘under which drug is used,
including broad questions of social policy).

8. The 1995 (the | most recent year for which pubhshed data is available) Annual Report of
nt) ; ; Exposure Surveillance System

atii nal care products (mcludlng cosmetic-drugs)
are the safest of all, nonpharmaceutlcal products in terms of reported exposures resulting in
human poisoning.

9. 21 U.8.C. § 321(g)(1)(B).

10. 21 U.S.C. § 321()(1).

11. 21 U.S.C. § 321(g)(1)(C). Products which come within the cosmetlc and drug definitions
are regulated (and must be labeled) as both cosmetics and drugs. 21 U.S.C. § 321 (i) and (g)
respectively. For example skin care products such as moisturizers are exampies of typical
cosmetic products; however, adding a sunscreen active ingredient and makmg an SPF
protection claim makes the product both a cosmetro and a drug.

12. 62 Fed. Reg. 9024, 9027. ‘

13.  Id. at 9027-28.

14. Id. at 9028.

15. Id.

16. 1d.at 9045.

17. Id. at9028.




18. The 1995 Amencan Assocratron of Porson Control Centﬂgrs T chxposure Surveillance
System, a database which compiles poisoning information from 69 regional poison centers
throughout the United States, lists only 69 “major outcomes” and 3 deaths for exposure to all
cosmetic/personal care products which include toothpaste and ‘mou washes with fluoride, and 4
suntan/sunscreen products as well as shampoos, soaps, and deodorants. By contrast, for
products containing an analgesic - extremely safe and commonly used as a single active
ingredient, 501 major outcomes and 55 deaths were reported for the same time period for one
common analgesic, and 164 major outcomes and 48 deaths for another - Each is significantly
higher than all cosmetic and personal care products. R
19. 62 Fed. Reg. 9024, 9028. ‘

20. But see, Dorland’s Medical Dictionary 504 (28th Edition 1994).

21. 21 C.F.R. §§ 201, 328, 330, 369, and 701. For example, all OTC drug products must
have a statement of identity indicating the established name of the drug, as well as language

indicating the uses of the product. They must provide adequate directions for use and other

information mcludmg required monograph and other waming statements ;

22. 21 C.F.R.§§ 701.3(a) and (d).

23. Proposed 21 C.F.R. § 201.66(C). See also 62 Fed. Reg. 9024 ,9035.

24. 2 CFR. § 740.11.

25.  Manufacturers also have a vested legal interest in preserving adequate label space for

additional copy. For example to acknowledgearegrstered trademark, e.g., that “Parsol® isa

registered trademark of Givaudan-Roure Corporation,” for sunscreen products
26. 21US.C. § 352(c)
27. 54 Fed. Reg 13490, 13495 (April 13, 1989) (label separation policy).

28. Skin Bleachmg Drug Products for Over-the- -Counter Human Use: Tentatlve Flnal N

Monograph, 47 Fed. Reg. 39108, 39115 (September 3, 1972).

29. See, e.q., Topical Acne Drug Products for Over-the-Counter Human Use. Tentatrve Final

Monograph 50 Fed. Reg. 2172, 2177 (January 15, 1985).
30. Page 1 of EPA June 1997 “Pollution Prevention 1997 - A National Progress Report,
Executive Summary: “This common sense understanding is reflected in the environmental

management hierarchy of the Pollution Prevention Act of 1990, in which Congress established
as national policy that: Pollution should be prevented or rec _mced at the source whenever

feasible.”

31, Letter from John E. Bailey, Ph.D, Acting Director, Office of Cosmetics and Colors, to
Thomas J. Donegan Jr., Vice President and Gene nsel CTFA (March 24, 1993)

32. Canadian Food and Drugs Regulations, §C.10.
33. “AGuidet egulatory Requrrements, The Canadran Cosmetrc Tonletry, and
Fragrance Association, Ontario, Canada ( May 13, 1997), pages 1-20

34. E.C Cosmetics Directive 76/768/EEL, as amended Annex |, Hlustratrve Lrst by Category

of Cosmetic Products. )
35. 51 Fed. Reg. 8180 ( March 7, 1986); 21 C.F.R. §201.314(h) (Reye Sundrome

warning) 47 Fed. Reg. 54760 (Dec. 3, 1982); 21 C.F.R. § 201.63 (pregnancy-nursmg
warning); 47 Fed. Reg 50442 (Nov 5, 1982) 21 C F R §211 132 (tamper-resrstant

OTC drug packaging). '
36. 21 C.FR.§7013.

37.  Seeeg., 38 Fed. Reg. 3523 (February? 1973).

38. 21 C.F.R. § 701.3(a).

30. 62 Fed. Reg. at 9032



40. Meadows T. The effect of various sunscreen combmatlons on a product’s SPF value,
J. Soc. Cosmet. Chem. 41, 141-146, 1990.

41. Sayre RM, Sunlught nsk and how sunscreens work Cosmetrcs and Tonletnes 107 105-
112,1992.

42. 62 Fed. Reg. at 9037.

43. Id.

44, 62 fed. Reg. at 9036.

45. Id.

46. Id.

47. Id.

48. Indeed, in the preamble to the final rule on dietary supplement labeling FDA relied on

NDMA’s Label Readability Guidelines for OTC Drugs (based on NDMA studies of visual acuity
and demographics) to support the use of a type size of 4.5 for certain packages 62 Fed. Reg.
49826, 49839 (September 23, 1997). FDA'’s recognition of the readabrlrty of a 4.5 type size in
‘that context is fully consistent with our position that type size that is smaller than 6 point is
readable.

49, Currently, 1/16 inch and 1/32 inch type are requnred to be used for ingredient labeling
on cosmetic-drugs. This type size would not satisfy a 6 pomt minimum type requrrement o
50. 62 Fed. Reg. 9047

51.  CTFA'’s specific request is for an exemption for “any cosmetic drug product that does not
bear.dosage limitation.” Although many of the arguments presented in this comment apply
equally to all cosmetic-drugs, we believe the “no dosage limit” quahflcatron on our request
responds to any possible concern that FDA could have about current OTC drug labeling.
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